US 9,750,785 B2

113 114
-continued

<211> LENGTH: 9

<212> TYPE: PRT

<213> ORGANISM: Artificial Sequence

<220> FEATURE:

<223> OTHER INFORMATION: Description of Artificial Sequence: Synthetic
peptide

<220> FEATURE:

<221> NAME/KEY: MOD_RES

<222> LOCATION: (6)..(6)

<223> OTHER INFORMATION: D-Cys

<220> FEATURE:

<223> OTHER INFORMATION: C-term NH2

<400> SEQUENCE: 15

Cys Tyr Phe Gln Asn Cys Pro Arg Gly

1 5

<210> SEQ ID NO 16

<211> LENGTH: 9

<212> TYPE: PRT

<213> ORGANISM: Artificial Sequence

<220> FEATURE:

<223> OTHER INFORMATION: Description of Artificial Sequence: Synthetic
peptide

<220> FEATURE:

<221> NAME/KEY: MOD_RES

<222> LOCATION: (7)..(7)

<223> OTHER INFORMATION: D-Pro

<220> FEATURE:

<223> OTHER INFORMATION: C-term NH2

<400> SEQUENCE: 16

Cys Tyr Phe Gln Asn Cys Pro Arg Gly

1 5

<210> SEQ ID NO 17

<211> LENGTH: 9

<212> TYPE: PRT

<213> ORGANISM: Artificial Sequence

<220> FEATURE:

<223> OTHER INFORMATION: Description of Artificial Sequence: Synthetic
peptide

<220> FEATURE:

<221> NAME/KEY: MOD_RES

<222> LOCATION: (8)..(8)

<223> OTHER INFORMATION: D-Arg

<220> FEATURE:

<223> OTHER INFORMATION: C-term NH2

<400> SEQUENCE: 17

Cys Tyr Phe Gln Asn Cys Pro Arg Gly
1 5

50

What is claimed is:

1. A pharmaceutical composition comprising, in a unit
dosage form, from about 0.01 mg/mlL to about 0.07 mg/mL
of vasopressin or a pharmaceutically-acceptable salt thereof, .,
wherein the unit dosage form further comprises impurities
that are present in an amount of 0.9% to 1.7%, wherein the
impurities have from about 85% to about 100% sequence
homology to SEQ ID NO.: 1, and wherein the unit dosage
form has a pH of 3.7-3.9.

2. The pharmaceutical composition of claim 1, wherein
the impurities comprise a plurality of peptides, wherein the
impurities are determined based on:

60

(a) injecting the unit dosage form into a high pressure 65
liquid chromatography apparatus, wherein the appara-

tus comprises:

(1) a chromatography column containing adsorbent
particles as a stationary phase;

(ii) a first mobile phase passing through the chroma-
tography column, wherein the first mobile phase is
phosphate buffer at pH 3; and

(iii) a second mobile phase passing through the chro-

matography column, wherein the second mobile
phase is a 50:50 acetonitrile:water solution;

(b) running the unit dosage form through the chromatog-

raphy column for 55 minutes;

(c) eluting the vasopressin and the plurality of peptides

from the chromatography column using a gradient of
the first mobile phase, and a gradient of the second
mobile phase, wherein each of the first and second
mobile phase are run at a flow rate of 1 ml./min through
the chromatography column;



